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09/460,216, filed December 13 f 199 9 (Our Docket 
50875-F-PCT-US/JPW/AJD) 



«E: Communication Regarding December 7 2004 f^'- ^jj; 

in connection with Graham P. Allaway et al., METHODS FOR 
PREVENTING HIV-1 INFECTION OF CD4 + CELLS, U.S. Serial No. 
09/460,216, filed December 13, 1999, including a signed 
Facsimile Certificate of Mailing dated January 4, 2005. 

IF YOU DO NOT RECEIVE ALL THE PAGES , PLEASE CALL BACK AS SOON AS 
POSSIBLE TO (212) 278-0400. 



T*P INFORMATION CONTAINED IN THIS FACSIMILE TRANSMISSION IS INTENDED FOR THE 

»™ JE^SS fttmoEunxxi. use or the designated recipients) named above. this 

r rS^TOHffiOT CQMMONICAXION CONTAIN IN 3 INFORMATION THAT 13 
TRANSMISSION may BE an J™™ 1 * READER OF THIS message IS NOT A DESIGNATED RECIPIENT 
™T1™« DELI^^^T TO A DESIGNATED RECIPIENT, YOO ARE HEREBY 

° R Ca V£J VS* cfS OTC* rS^ this ^Snt xou have season to believe that 

STSSS'Si *SSiS?iyS^S ™» NOT X FY OS IMMEDIATELY BY COLLECT 
T^pSnTSlL^D^TO^ THE ORIGIN MESSAGE TO US BY HAIL. THANK YOU. 
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DocJcet No, 5087 5-F-PCT-US/JPW/AJD 
IN THE UNITED STATES PAT ENT AND TRADEMARK OPFICP: 

Applicants: Graham P. Allaway et al . 

Serial No.: 09/460.216 Examiner: Jeffrey S. Parkin 

Filed: December 13, 1999 Group Art Unit: 1648 

METHODS FOR PREVENTING HIV-1 INFECTION OF CD4 + 



For: 

CELLS 



1185 Avenue of the Americas 
New York, New York 10036 
January 4, 2005 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



Sir: 

COMMgnXCATIOW REGARDING DECEMBER 7 , 2004 EXAMT^R. S INTERVIEW 

This Communication is submitted pursuant to 37 C.F.R. 1.133(b) 
to make of record the substance of the discussion between 
Examiner Jeffrey S. Parkin and applicants during an interview 
held December 7, 2004 at the U.S. Patent and Trademark Office in 
connection with the above-identified application. l n attendance 
at the December 7, 2004 interview were Examiner Jeffrey s. 
Parkin, Dr. Paul J. M adclon (one of the named inventors and chief 

Executive Officer of the assignee of record, Progenies 
Pharmaceuticals. Inc., ("Progenies") ), Dr. William C. Olson and 
Dr. Kathryn M. Brown of Progenies, Ashton J. Delauney, Esq., an 
associate in the undersigned's law firm, and the- undersigned. 

The Examiner provided to applicants a written Interview Summary 
(Form PTOL-413) at the completion of the interview, and a copy 
thereof was mailed to applicants on December s, 2004. The 
present Communication is intended to provide further details of 
applicants' discussion with the Examiner and thereby complete 
the record concerning the issues discussed. 
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Applicants: Graham P . A i laWay et al 

U.S. Serial No.: 09/460/216 
l^ll d 2 December 13, 1999 

Before summarizing the interview , appJLicanrs 
Parkin f or the courtesy exten , ed ^ 

Dece t; 7 - 2004 ■ - — - that tne interv ™ 

z; hepM to the - opt^c ^ the su ;:: 

application can now be allowed. 
Introductory st atements 

Applicant un derslgned representative notsd that ^ 
applications were scheduled for discussion: u . s Ser . 

o 9 / 9 o, 356 , filed July 12 , 2001; M/ f ;j r - - 

13, 19S 9 ; 09/891,062, f iLed June ^ 
Ocober 5, 19 99; and 10/116,797, filed April 5 , 2002. Prior 

ii*rr cally discussing any ° f ^ ^ 

app ican.s • planted introductory remarks on ^ scientific 

a T le9al C ° nCePtS ^ ^ ^PP-cation s 

" ° rder ^ PrOV±de ^ WP*«te context for the subse q uent 
discussion of the individual applications. 



Overview of SolenJ-tf-i, 



Background 



Applicant Dr. Paul J. Maddon then presented an overview of the 
scientific background concerning the infection process by 
human immunodeficiency virus (HIV-l, and applicant's role in 
research thereon. App ii cant noted ^ ^ ^ ^ 
Process occurs in three stages: 1} attachment Qf ^ ^ 
the snvelope glycoprotein gp i2 0 to a CD4 receptor on the 
target cell membrane; 2) fusion of the HIV-] lind target cell 

MBbraaM Sfter blnding t0 a "cond receptor (CCR5); and 3) 
-try of the viral genome into a 5USceptible targ6t ce 

mediated by the HXV-! envelope glycoprotein gp4 ,. App i icant 
stated that his and his group's contributions to , his area of 
research involved, inter aiia, the initial cloning of the CD4 
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• • J P f li ° antS ' Gra ham P. A li aW ay et al. 

U.S. Serial No.: 09/460/216 
Filed: December 13, 1999 

gene in the early l 990 's; identification of <; D , as the site of 
atta Ch for gpl2Q; characterizat±on o£ ^ functionai 

distinction between macrophage-tropic and T cell-tropic 
.trains of HIV-i based on their differential binding to CD «- 
cells; identification of CCR5 as the second cell surface 
receptor mediating fusion of ^ t<> 

development of a resonance energy transfer (RfiT) agsay ^ 
study the process of fusion of macrophage-tropic Hlv-1 strains 
to target cell membranes. It was noted ^ PrQgenics ^ 
funded, in part, to identify inhibitors of t, sse three stages 
of HIV-I infection and to develop such inhibi,crs as anti-Hlv- 
1 therapeutics. Applicant emphasized the novelty of this 
therapeutic approach by acting that out of 20 anti-Hiv drugs 
currently on the market, all but 0ne targe|: ^ 
e.g., averse transcriptase and protease, the ,xception being 
(Fuzeon®; T-20) which targets viral fusion. 



Overview 



a£ Lecral Concepts 



Applicants' undersigned representative then summarized the 
legal concepts applicable to the cases to be discus se d. 



Absence of Prior Art 



The undersigned noted that because of applicants' pioneering 
role in the scientific research on which the instant 
applications were based, there was no prior art being cited in 
connection with any of the five applications to be discussed 
The undersigned also noted that as a consequence of filing 
early-stage applications soon after making scientific 
breakthroughs, certain applications may not have had a large 
number of experimental examples of the inventions, and this 
was a factor which would be further considered in regard to 
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ApplicailtS: Graham p an 

0-8. Serial No.: 09^0/216 ^ Bl " 

Pa^ December 13, 1999 

r*. outstanding written description and enablem6nt rejectiong 

ha t ce ::r n of chs ■ - — wle :;:: 

that P r,or art was not an issue ^ ^ 
applications to be discussed. 

Legal Stand, rH ^ ^ lablement fto-j ^,-^- 

The und , d fchat ^ Examiner iss ^ reje ^ io 

for an «u. ged lack of enablement ^ ^ 
PP aCl0n5, ^ -l-o need rhat rhe ...^ 

IMS,, emphas^ed that the legfll standard 

enabl6Bent ±S 3 — for undue ejcperiniRntationr ± 
experimentation that is not routine . Jn ^ " - 

r u :L o LT rime ; tation required to p — * 

- -relevant, the critical question being „ h 
experimentation required is routine . See 

USPQ2d 1400, 1404: "ajjete, 8 

■"Enablement is not DrecludoH h„ 

experimentation such as routine ^^^sity for some 

experimentation needed to p ™ etlc . ' ■ Howev ^ 

be undue experimentation/ ™™ tim ^ 

quantitative, since * ^ is not merely 

expectation iTp^ss^^!^ o£ 
or if the specification in 1S merely routine, 

amount of guidance wJ™ . s Se t ^T 6 * " reasonable 
experimentation sh oul d p^eT Tci^i^r^itte^ ^ 

The undersized noted that ^ is a case involving the 
making of monoclonal antibodies, in whien the federal Circuit ■ 
rev e d an Examiner , g initial ^.^^ ^ 

[ J;" SUStained * the Board of Patent Appe al s and 
interferences on the basi s that , wherefl5 considerable 

experimentation was required, eW . experimentation involved 
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T-702 P. 006/01 7 F-094 



pige 5 December 13, 1999 

routine screening of hybridoina 

undue experimentation. nCe "<•» not 

The undersigned noted that the RET „. 

applicants for identifying agents that • k ! de " el °Ped by 

t° target cells is hi „ h f inhibit fusion of hiv-1 

popart, of in^itin ' ^ ^ «» 

i. - required to so ^^S^ ™— 

:::i:irr d ~r that not ai1 -~ - — - 

considerations sucl as tti " — «« 

-e undersigned ^hasi 2 *d, ^ ^'iT '"^ 

are irrelevant to patentability ,„ d ins t „ """^rations 
the F ood and „rug ^^Z^ ^ ""^ °* 

Testing for the fi,i i «, ^ 

prosthetic device is more* effec ^nes s of a 
Drug Administration ^^Jy left to the Food a ^ 

responsibility to the FDA, not 'to Vl^ll g±Ven the 

whether drugs are s^ffTcJnU J T ° L to detune 
omitted) 1Ciently safe --- (citation. 



Xn a ddltlon , the undersigned reminded 

not necessary that . court review all of thfi " " 

find a disclosure enabling. They axe ^ " ^ 

mandatory. what i s J illustrative, not 

y. . What 15 relevant depends on the fart, * a 

The undersigned stated that he h h ^ I99:U " 

that a sufficient nuT ? ^ ^"""^ the 

aurticient number of the Wand tsLC .. nr .^ . ^ 

satisfied to establish that the specification w 

the inventions being c l aimed . ^ W&S *>r 



I 
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Applicants: r-^^u^ w 

* * u % o^- xt Graham p. Allaway e t ai 

U.S. Serial No.; 09/460/216 
nisei ■ 

Page 6 December 13, 1999 

The undersigned also noted that as 
to »d««fy £ usi„„ inhlblcot3 ^ 

drug design. Iha " °" 01 

pharmaceutical ,„„.._*_.. .. .. 9 d ' ""'"a "»* in th, 



the enablement 



pharmaceutical industry v a ,- , ' 9 hat in the 

mustry, rational drug desicm" 1. 
norm. Instead, the hi ■ , g 15 not the 

candidate drugs is^ ^ ^ * "„ 

The under Signed noted that, in ^ i7 " °' 
Past ten years or So r - ' ***** " 1J: ^ within th 

y or so thai: Agourori Pharmaceuticals t„ 



e 

(now 



Part of Pfi„ r , tnc ., h „ d succsssful d - 

the tlrst drug baaea on ratlonoi drug ^— »nd marketed 



isign . 



The undersigned also noted that th«= v 

- in hi3 e „. blaMnc „ 3e :r„ s r a ;r:r: i3 :r s ™ ea 

the mechanic of actio „ „, a dr * ° f «.=!«,«. about 

however, that disclosure of /. "^rted. 
for patentabilitv t ia no,: « retirement 

- ^ - rieoj;,;;™ <-< 

— « « . is not reoZed 

The undersigned also pointed co the . 

- an embodiment M the indention ma ~ ^ 

" a "-" t "a„ y gaps between the o solo.u 

the claim breadth could fce he enclosures and 

"4 F.3d l 313 . 1336 .Fed. Cir 20 „ r *' e *'" t 

undersigned stated that t„e i M acol ^ 

small molecules. antibodies, and 
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Applicants: Gr^Vi^m o %, ^ 

n * o^-t i VT ^ranam P. Allaway et al 

U.S. Serial No.: 09/460/216 

Page^ December 13, 1999 



Examiner Must Consider Rvj^p^ 



description an<J .„ ab2em6nt „,„«.,. P '° " r " te " 

- , ]ecting them (citing M . p . E . p . §216405 

art knew at the time of «i7 Wh *l 0ne 3ki ^ in the 

be considered: T h- Trr ■ ■ ■iTr t Xfr Pv ' d en « **at. m,„ + 
aff idavir^IH depend th. io£t V f deci «»«« or 

the decimation or affidavit contain, ^ eV±dence 
conclusion of enablement r n r l B „ '° Su PP° r t the 
661, 18 USPQ2d 1331, 13*32 ?F e d B ™ ha *'> 9 ™ F.2d 660, 
opinion on the ultimate lei*! l991) Expert's 

supposed by sometSng ^ th™* 1 " 10 " mUSt be 
statement"); C f. xn re Alton \* * ■> 3 conclugory 
USPQ2d 1578, 1583 (Fed! Cir TggJ frf ? al68 ' ll74 ' 3 ? 
to the written description^ 'r J™? ,declaration s relating 
considered}... Ptl ° n requxrement should have been 

The examiner must then weioh *n 

or her, including the specKiJ^- evidence ^fore him 

supplied by applicant ^^SV^vS? ^ 
scientific reasoning previously ' 3nd/ ° r Sou * d 

rejection and decide 9 whStner th J , 1 Prese J lted i» the 
enabled. The eM £™ should inver ^°» « 

determination based on Pe r Sona l ^ the 

determination ahould always b? SJ2S on ^ xoa - The 
the evidence, (emphasis in original, H^l^^o™ 

:;:^ so in r ° Aiton > 37 u — — , i 502 (Fed . C1 " r . 



two tor""' 5 S Bal th r ' 3 ° CtiOB contained 
••• f2) the summary dismissal of the 
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ST^lr^l m Graham P - A11 ^y « al. 

u.s. Serial No.: 09/460/216 

Page^ December 13, 1999 



of w hy the 

of inadequate written description ^ Ci * caSe 



Utility of .goat-Fin nq DatH Rq ^__ 
The undersigned further noted that 



in response to the 



enablement reiections * 

J ons ' applicants and/or the PY n fl ^. 

suited declarations had cited ^ d 3 te Lnl I 

castrating that applicants a nd others hgc| ^ ^ 

flSSay ' 33 di3Glo - d ^ the specif icatioil . to 

inhibitors of H1V-1 fusion ^ ' ° ld entify 

the P • * The un der s i gned *lso noted that 
EXamin6r — failed to COnsider 

rr: s ° n the — — t hey had , een published afte s ; 

hS ^P 1 — - filing date. The under3i , ned ^ « 
Examiner's April 20, 2004 Office Action in 

r, q o • , Action m connection with 

U.S. Serial No. 09/460,216: 

Applicants are reminded that in n H OT _ 

^cie- case for lack fl ? .! m ° overc ™e a pri** 

demonstrate that th disclosure T^' ap,plica ^ 
filing of the application Public^ 33 ° f the 

filing date providing info™, ^ d * ted after 

disclosed after the filLa ^ " n P^licly first 

to show what was known ar the r s 9ener / lly ° ann0t be us ^ 
omitted) n ar the Cime of filing, (citations 

The undersigned stated that he M ly agrefed ^ 
statement but noted tfcat the P ost-f iling date publicationg ^ 
not been used to show what was known at the vine of • 

r publications _ been submitte ; ::z; > ^ 

the disclosures in the specification as filed 

°n as tiled are sufficient 
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Applicants: Graham o m 

"■/""l No.: ?"X 216 ftllaWSy et 
fig! 9 ' December 13, 1999 

to enable « person 5killed ^ 

mention beint, claimed „ ithout e,pLmL. °" 

« * rastme that th# aisclo «r^i^r ' 

date. Th e „ ndersignea ao J" ti ^ blM1 ' " «* "» 
Circuit decisions conrirm ^J"/*" SeV " al F ' a «^ 

references for this purpo3<> ^ °* P°«-f llin, date 

......q.*. 13M (Fed . p Cir : "tj,; m - pi - cou " «"» ^ 

As to the technical article ir ■ 

dated publication cannot J n 15 trUe that a later 
disclosure i„ a prior ZtJ^T^l . ^su^i^t 
enabling. m this case , the li^. f ati ° n CO * e ™^ r it 
not offered as evidence for thi^ou™*^ ^"ation waj 
offered as evidence of the leve! oT^^' Rather ' ±fc 
art at the tin* of the ' °* ordinary skill i n the 

the disclosed device would hltl ^ ^ &S 'vidence that 
was not legal error fort h < d^tr Jt'V^' " 
testimony of an expert wh« 1 ^ C ° Urt to a <=c ept the 
Publication in the fo£»l£ ^ «>»'««xed a P iat e; 
whether the disclosure Was enflhl ° f hl * °Pinion as to 
filing date of the *540 *o?K\\ n ? M of the of til 

U-S-P.Q.2d 1302, 1305 ^P^ation. Could v. <? uifjg 3 

Rebuttal of £> r ±m* tr*,„,„ Ca _. 

The undersigned noted that t-h» ■ ■ • 

™— — that » PPli c:r;j„r;™' nt - The 

had made out « prima f acie „„ ±n J"* """'< th » E «»« 
-cussed, but e „en a „ omlng he a h ; d " d - ~ be 

«- ^ is then reared to respond t 

rebuttal with specificity Th applicants' 

— - -utters ^rr^jrTr ^ 

enablement b y „ 5M „ d , ± „ _ i « - ^ « 

expert declarations. The u „h«^ ■ filing 

ine undersigned reit^raf^ 4., 
response, the Examiner had not „ Xeiterated tha *' in 

~~ Orations .citin, ZJ-^T^Z 
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. Applicants: Graham p . W1 

U.S. Serial No.: 09/460/216 
Pag^lO December 13, l 999 

and, contrary to Gould v. Quiao • 

post filing date publications. 
Sr 0 up±n<t of Applicatl^ — Disensa , nn 

The undersigned stated that n * e ■ , 

together (Group I) for discussion be 9*>"P««* 

r- / u^scussion, separate r™*n n c 

No. 10/116,797 ( Group „, - , ' ^ 0 " S - Serial 

P J.x; . The undersigned noted thai- 
^oup I applications are related i n that h • 

c £ c rr itiB9 «~ — «- - - ~ h :r: 

• tram, with P[M t HIV-J 
x. the coreeeptor for ™cropha g e-tropic ^J^*" " h " h 

The undersigned noted that the CCR5 coreeeptor is . ... 
■referred to in U S s=^ (a , m „ rece P tol: « specificalij, 

j-ji u.t>. benal No. 09/4fin pic _ . _ 
that in U <* o ■ , and further noted 

hat in U.S. Serlal Nos . 09/891,062 and 09/41 > > 84 
is a monoclonal antibody Th. ^ *--84, the agent 

y " The unde rsigned noted that *-h* 
Examiner had reiected i-k^ ~i ■ tnat the 

rejected the claims in these Grouo r • ^■ 

on the am.mwe • vroup I applications 



The undersized no ted that U.S. Serial »„. 10/llf 7 „ . r 
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Applicants: Graham P. A n away et g , 

U.S. Serial No.: 09/460/216 

Pagf 11 December 13, 199 9 

invention is directed to reducing „iv-i viral load • 
infected object and that L • *" HlV_l 

Nation are l ess compllTthan * n ^2^7 ^ ^ 
undersigned stated that _ clai 1^^!' 

connection with a s , drafted in 

ltn u - s - Serial No. 10/116 707 

had received these dr fl fr 9 tJlat he 



had received these drafr claims. 

Discussi on of the Subiect Ar.T>i*„=4-- 

W eot plication rs~j a i No. no/^o o-,^ 

The subject application was the second a Ppai , ation dis ■ 
-ring the interview f ol l owing the discus"^ ± 
No. 09/904,356. S * Seri - a i 

The undersigned noted that claim 61 ia the olllv . 
in the subject application. T n e underfed / PSndin9 
cl.i» 61 had been tended in ^T^T^ * "T ^ 
Amendment filed in re , nn PP^cants October 20, 2004 

tiled in response to the April 20, 2004 Offi^ 

f 8 " 1 " 6 r6C * Pt0r °* ^ — or the coo cell " 
capable of blowing fusi on of * IV ~ W with . ^ ^ 

(O not capable of blocking fusion of HIV-1 •„* 
cell in hiv -1bro with such P M -1 

cell, m an amount and under conditions such that the 
of the .acrophage-tr^ Qx . _ * ^ f — 

-fected cell to the CM + cell is inhibited, I as To " T 
inhibit infection of the CD4 + cell bv th * 

cell by the macrophage- tropic 
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HIV-1. The undersigned also noted this application is one of 
the applications to be discussed which specifically defines 
the HIV-1 coreceptor as CCR5 . 



Q3QD 



The undersigned noted that the specification diool 
exemplifies two different classes of cuampl ^ of HlV-l fusion- 
inhibitory agents that meet the limitations of the claims, 
i.e., chemokines and antibodies. The specif ication father 
d iscloses that nonpeptidvl agent:, m. y in Mbit iBfarr^n 

as claimed ^ The undersigned further noted that within the 
antibody ciass, the specification discloses several examples, 
namely, monoclonal antibodies PAS, PA 9, PA10, PA11 and PA12 
which satisfy the claim limitations. The undersigned also 
noted : that, by comparison, the previously discussed U S 
Serial Mo. 09/904,356 discloses monoclonal antibodies PAS, 
PA4, PAS and PA7 which are earlier antibodies .in the series of 
HIV-1 fusion-inhibiting monoclonal antibodies isolated by 
applicants. The undersigned additionally noted that 

applicants Have already been issued a patent (U.S. Patent No. 
6,344,545, issued February 5, 2002) containing claims directed 
a similar method of inhibiting infection of a CD4+ cell but 
that the claims in the issued patent are limited to an anti- 
viral agent which is an anti-CCRS antibody. 

The Examiner reviewed the two expert declarations of Dr. 
Tat j ana Dragic which had previously been submitted by 
applicants on March 31, 2002 and August 26, 2003 to address 
the enablement of nonpeptidyl agents. The Examiner stated 
that in the normal course of examining applications, examiners 
had very little time to review declarations :. n detail. He 
further stated that because of this time limitation, he 
appreciated the opportunity to meet with the inventors and 
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discuss the applications in detail as in the present interview 
session . 

The undersigned noted that in the ApriJ 20, 2004 office 
Action, the Examiner had stated that "the disclosure fails to 
provide any guidance pertaining to the three-dimensional 
configuration of the CCR5 receptor. Thus, the skilled artisan 
can not employ a rational drug-screening strategy." 

in response, the undersigned stated that the CCR5 gene had 
been cloned and thus its amino acid sequent had been known 
(Cltlflg SamS ° n et «!■ Molecular cloning and 

functional expression of a new human cc-chemokine receptor 
gene. Siochemistry 35: 3362-3367) before the priority date of 
the subject application. The undersigned emphasised that one 
skilled in the arc could therefore readily make the CCR5 
polypeptide and raise antihodies against it without undue 
experimentation. Accordingly, the undersigned maintained that 
a knowledge of the three-dimensional structure of CCR5 i 5 not 
required to practice the claimed invention . 

in response, the Examiner stated that the claimed antibody is 
required to bind to a trimolecular complex and, thus 
obtaining antibodies which meet the claim limitations is not 
as simple as injecting CCR5 protein into a rabbit and thereby 

raising antibodies- 



Dr. William Olson respectfully pointed out to the Examiner 
that, in fact, the antibodies disclosed in the specification 
and which meet the claim limitations bind just to CCR5 and 
not to the trimolecular complex. The Examiner 'then 

acknowledged that binding to just CCR5, as compared to binding 
to the trimolecular complex, simplified the requirements for 
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making the antibody. The Examiner suggested that applicants 
should mention in a subsequent communication that the 
structure of CCR5 was known by the priority date of the 
subject application. 

With reference to the Examiner's statement about not being 
able to employ a rational drug-screening strategy, the 
undersigned reiterated that rational drug design is not the 
norm in the development of new drugs. The undersigned further 
noted, however, that the specification provides a rational 
strategy in identifying inhibitors of HIV-l infection based on 
the RET assay. In this regard, the undersigned directed the 
Examiner's attention to the two declaration,, of Dr. Dragic 
which emphasized the efficacy of the RET assay in identifying 
agents that inhibit HIV-l infection of CD4 + cells, even 
without any prior knowledge of the chemical structures of 
these agents, and without undue experimentation. Se e 
paragraphs. 8-17 of the March 31, 2002 declaration and 
paragraphs 9-U of the August 26, 2003 declaration of Dr. 
Dragic. 



The undersigned also directed the Examiner's attention to the 
descriptions in Dr. Dragic' s second declaration of the use of 
applicants' RET assay by Hoffmann-La Roche AG ("Roche") to 
identify small nonpeptidyl compounds that inhibit Hiv-1 
infection. See paragraphs 6 and 11 of the August 26, 2003 
declaration of Dr. Dragic. It was noted that Roche had filed 
a patent application (PCT International Publication No. WO 
02/07918 6 A2) claiming these compounds per se and their use in 
preventing cell infection by Hiv-1. 

The Examiner inquired as to the identity of the small molecule 
inhibitors identified by Roche. m response, Dr. William 
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Olson scared that they were aminopiperidine derivatives 
(citing WO 02/079186 A2) . 

The undersigned also directed the Examiner's attention to the 
statements in Dr. Dragic's second declaration concerning the 
SCH-C product of Schering-Plough Corporation. See paragraphs 
13-15, 17 and 18 of the August 26, 2003 declaration of Dr. 
Dragic. SCH-C is a non-peptidyl agent which has demonstrated 
potent anti-Hiv-1 activity in the clinic and which applicants 
have also shown is active in the RET assay in inhibiting HIV-1 
fusion to target cells. 

The Examiner stated he found Dr. Dragic's declarations very 
useful because they show that applicants can point to 
different classes of compounds, for example, :?RO140 which is a 
humanized antibody, and small organic molecules as identified 
by Roche and Schering-Plough, as multiple examples of agents 
which inhibit HIV-1 infection. The undersigned urged that 
these multiple species support the generic agent language 
recited in the claims. 

The undersigned stated that the key question to be addressed 
is the legitimacy of using post-filing date publications to 
support enablement of the claims in the specification" as 
filed. 

In response, the Examiner stated that he has: no objections to 
the use of post-filing date publications in the present 
context . 

The Examiner stated that he would discuss app_icants' remarks 
arguments with his Supervisory Patent Examine::. The Examiner 
also stated that following this discussion with his 
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supervi3or, he would provide guidance to applicants whether 
pending claim 61 is allowable or whether allowance would be 
dependent upon any further amendment ( s ) . 

Conclusion 

Applicants respectfully request that the Examiner, in 
consultation with his Supervisory Patent Examiner, consider 
applicants' remarks in their October 20, 2004 Amendment in 
light of the discussion summarized above. Applicants maintain 
that their arguments made in the October 2C, 2004 Amendment 
and hereinabove obviate the grounds of rejection set forth in 
the April 20, 2004 Office Action. 

If a telephone interview would be of assistance in advancing 
prosecution of the subject application, applicants- 
undersigned attorney invites the Examiner to telephone him at 

the number- provided below. 

No fee is deemed necessary in connection wirh the filing of this 
Communication. However, if any fee i 8 required, authorization 
is hereby given to charge the amount of any such fee to Deposit 
Account No. 03-3125, 

Respectfully submitted, 




I hereby certify that this 
correspondence is being transmitted 
via facsimile on this date to: 

Commissioner ror Patents , P.O. Box 
1450, Alexandria, VA 2233 3-14*0 . 



n P. White 
. No. Z8,67& 



Date 




John! PV White 
RegiVciation No. 28,678 
Attorney for Applicants 
Cooper & Dunham/ .LLP 
1185 Avenue of the Americas 
New York, New York. 10036 
(212) 278-0400 
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